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Re: K140890
Trade/Device Name: Nitrile Powder Free Examination Glove - White

Nitrile Powder Free Examination Glove - Dawn Blue
Nitrile Powder Free Examination Glove - Dark Violet Blue (DVBU)
and
Nitrile Powder Free Examination Glove - Cobalt Blue (CBLU)

Regulation Number: 21 CFR 880. 6250
Regulation Name: Patient Examination Glove
Regulatory Class: I
Product Code: LZA
Dated: April 23, 2014
Received: April 28, 2014

Dear Ms. Kong:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class IIl (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Registcr.
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Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CER Part
807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-related
adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CER 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
httR://www.fda.ezov/MedicalDevices/ResourcesforYou/lndustr/default.htm. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to htM//www.fda.gov/MedicalDevices/Safetv/ReaortaProblem/default.htm for the
CDRJ-'s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.goy/MedicalDevices/ResourcesforYou/Industrv/default.htm.

Sincerely yours,

201 afi poty DirtetorMD
DFJCDRB FOR

Erin 1. Keith, M.S.
Director
Division of Anesthesiology, General Hospital,

Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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51 0(k) Number (if known)

K140890
Device Name
Nitrice Powder Free Examination Glove - Cobalt Blue (CBLU)

Indications for Use (Deascibe)
The Nitrile Powder Free Examination Glove - Cobalt Blue (CBLIJ) is a non - sterile disposable device intended for
medical purpose that is worn on the examiner's hand to prevent contamination between patient and examiner

Type of Use (Select one or both, as appicable)

0 Presciption Use (Part 21 CER 801 Subpart D) Over-The-Coutnter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR F DA U SE ON LY
ncre1 fentr ar~s ~and~cc~f 4 a (CDRH) (Signature)

Cunningha~
Date: 2014.07.23 20:00:20=04'00'

This section applies only to reefulrements of the Paperwork Reduction Act of 1995.
'00 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of Information Is estimated to average 79 hours per response, Including the
time to review Instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this Information collection, Including suggestions for reducing this burden, to:

Department of Health end Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PA.ASlaffi@fda.hhsgov

'An agency may not conduct or sponsor, and a parson Is not required to respond to, a collection of
information unless It displays a currently valid OMB number.'

FORM FDA 3881 (1114) Page 1 of 1IsNI4.plm~
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Food and Drug Admnisteration E~phdJm Data: January 3I, 20,17

510(k) Number (Ytnown)

Ki140890
Device Name
Nibrile Powder Free Examintation Glove -Dark Violet Blue (DVBU)

Indications for Use Cectne)
The Nitrile Powder Free Examination Glove - Dark Violet Blue (DVBU) is a non - steile disposable device intended for
medical putposc that is worn on the examinees band to prevent contamination between patient and examinna

Type of Use (Select one or botht, as appicable)
0 Prescriptioni LUs (Pail 21 CER 801 Subpart 0) Over-The-Counar Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONITINUB ON A SEPARATE PAGE IF NEEDEDl.

:FOiRFDA USE ONLY
Concurnce of Center for Devices miad Radiological Health (COPH) (&'gAtu)

Digitally signe e Cunningham -

S
Date: 2014.07. 1 . . 00,

This section apples only to requirements of the Paperwork Reduction Act of 1995.
-DO NOT SEND0 YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.-

The burden timea for this collecton of Infonndon Is estimated to average 79 hours per responase. Includng the
time to review instructions, search exiling data sources, gather and maintain the data needed and completle
and review the ollection of Information. Send commients regarding Oti burden estimate or any oilier aspect
of this Ifmiaton coliseumo Including suggetoa for reducing tis burden, to:

Department of Health end Human Services
Food arid Drug Adinisuration
Office of Chief information Officer
Paperwork Reduction Adt (PRA) Staff
PR4Stsnflahbsgov

'An agency may not conduct mraponwor and a person /a not rsquirvd to respond to, a coliectdon of
hnflatfalon unless it diplays, a currently velid OMB nwmbeC

FORM FDA 3881 (1114) Page 1 of 1 mmemn Hom ' EF



610(k) Number (tkiown)

K1.40890
Device Name
Niurlo Powder Free Examination Glove - Dawn Blue

indications for Use (Describe)
The Nirile powder Free Examination Glove - Dawn Blue is a non - sterile disposable device intended for Medical purpoac
that bn worn on the eainnt's hand to prevent contamination between patient and examiner

Type of Use (Saeec one or bod. as appfikable)

0 Prescription Use (Part 21 CPR 81 Subpart D) IiOver-The-Coter Use (21 CFR 801 Subpart C)

PLEASE Do NOT WRITE BELOW THIS UINE - CONiTULE ON A SEPARATE PAGE IF NEEDED.

FOR FQAUSE ONLY

Conwrrence of Center for Devices end Radtidogical Health (CDRN) (ftnatur)

Digitally signe unnlngham -S
Date: 2014.07.F MO

This section applies only to requirements, of the Paperworkc Reduction Act of ISSL

-DO NOT BEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.'

The burden time for this collection of Information Is estimated to average 79 hours per response, Including the
time to review Instructions, search existing data sources. gather and maintain the data needed and complete
and review the collection of Informion. Send comments regarding this burden estimnate or any other apect
of this lifo .rmtion coletdon Including suggestions for reducing this burden, to:

Departmnent of Heat end Human Seices
Food end Drug Administration
Oiie of Chief Information Officer
Paperwork Reduction Act (PRA) Stutf
PRAStsff@1dahh&gOv

"An agency ay not conduct or sponsor endsa person 13 not ruquked to respond to, a olecdoan of
&tflnnaston uniless, I dilys a cunwitty vaW OUB number'

FORMUFDAS388I (0f4) Page 1 of 1.wo w



510(k) Number (If know,)
Ki140890

Device Name.
Nituile Powder Free Excaminationi Glove - White

Indications fr Use (poscribe)
The Nikrile Powder Free Examination Glove - 'White is a min - sterile disposable device intended for medical purpose that
is wore on the examineea hand to prevent contamination between patient and eammcr

Type of Use (Sefect one or bot, as sp//able)

Prescription Use (Purt 21 CFR 801 Subpart D) 19Over-The-Countar Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE - CONINUE ON A SEPARATE PAGE IF NEEDED.

.i FOR FOA USE ONLY
ConcJturan of Center for Devices and Radiological Health (CDRH) (Slgnahnr)

Digitally signed b - .Cunningham -5
Date: 2014.07.23 1 : & '00'

This section applies only to requremnt of the Papewo*i Reduction Act ofl 19M.

*D0 NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of inormation is estimated to average 79 hours per response, Including the
time to review Instructions, search existing data soumae, gamher and maintain the data needed and complete
end review the colection of 1ifonn al on Send comments regarding this burden estimate or any other aspect
of Oti Information collection, Including suggestin for reducing Wei burden, to:

Departmient of Health end Human Services
Food end Drug Admiistration
Office of Chief Inormadon Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff~fdahhs.gov

'An agency may not conduct orsponsoc endsa person /a not required to respond 10,8 colleahion of
hillormation unless Nt dispka a currently valid OMBS number.'

FORM FDA U81 (1114) Page I oif 1w~daM~


